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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 1/23/09 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 3-8.17.31-33.35-38 and 40 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) K Claim(s) 3-5.7.8 and 40 is/are allowed. 

6) IEI Claim(s) 6.31.33.37 and 38 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office Action. 

Acknowledgment and entry of the Amendment submitted on 1/23/09 is made. 
Claims 3-8, 17, 31-33, 35-38 and 40 are currently pending. 

Claim Objections 

1 . Claim 3 objected to because of the following informalities: there should be a 
space between the word 'residues' and the number '162' in line 3 of the claim. 
Appropriate correction is required. 

Sequence compliance 

2. It is noted page 8 (last line of paragraph 2) of the instant specification recites a 
nucleotide/amino acid sequence which is encompassed by the definitions for nucleotide 
sequences as set forth In 37 C.F.R. 1 .821(a)(1) and (a)(2). The M.P.E.P., Section 
2422.02, 37 CFR 1 .821(b) requires exclusive conformance, with regard to the manner In 
which the nucleotide/amino acid sequences are presented and described, with the 
sequence rules for all applications that Include nucleotide sequences that fall within the 
definitions. The specification should be amended to include the appropriate sequence 
identifier. 

APPLICANT MUST COMPLY WITH THE SEQUENCE RULES WITHIN THE SAME 
TIME PERIOD AS IS GIVEN FOR RESPONSE TO THIS ACTION, 37 C.F.R. 1 .821-25. 
Failure to comply with these requirements will result In ABANDONMENT of the 
application under 37 C.F.R. 1 .821 (g). Extensions of time may be obtained by filing a 
petition accompanied by the extension fee under the provisions of 37 C.F.R. 1 .136. In 
no case may an applicant extend the period for response beyond the six month 
statutory period. 

Claim Rejections - 35 USC § 112-2"" paragraph 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 



Application/Control Number: 1 0/521 ,1 03 Page 3 

Art Unit: 1645 

4. Claim 31 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 31 recites that the DNA expression vector 'further comprises Infectious 
Pancreatic Necrosis Virus protein 2', yet a vector can include a nucleotide sequence, 
but not a protein (amino acid sequence) as claimed. Appropriate correction is required. 
Claim Rejections - 35 USC § 112-Written Description 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
mailing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to mal<e and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claims 6, 31 , 33, 37 and 38 are rejected under 35 U.S.C. 1 1 2, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The claims are drawn to isolated 
nucleic acid sequences comprising heterologous coding sequences encoding Infectious 
Pancreatic Necrosis Virus protein 2 or 3, and numerous other polypeptides (claim 37). 
However, the instant specification fails to provide written support for the nucleic acid 
sequences encoding these polypeptides/proteins. 

The instant specification at pages 24-25, Example 4, teaches that Atlantic 
salmon can be vaccinated intramuscularly with DNA expression vector/plasmids 
pUKrsxHSP70-ipnVP2 and pUKrsxHSP70-ipnVP3. However, these plasmids do not 
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appear to have been deposited or made publicly available and the nucleic acid 
sequence which encodes the VP2 and VPS proteins is not disclosed. The nucleic acid 
encoding the various proteins in claim 37 also has not been disclosed. Page 17 of the 
instant specification refers to some foreign/WO patent publications in which these 
sequences are disclosed, yet this information is not part of the instant specification and 
it does not appear that Applicants intend to incorporate it by reference. The 
heterologous nucleic acid sequences recited in the claims are essential matter. 
Essential material" may be incorporated by reference, but only by way of an 
incorporation by reference to a U.S. patent or U.S. patent application publication, which 
patent or patent application publication does not itself incorporate such essential 
material by reference 

An incorporation by reference must be set forth in the specification and must: 

(1) Express a clear intent to incorporate by reference by using the root words 
"incorporat(e)" and "reference" {e.g., "incorporate by reference"); and 

(2) Clearly identify the referenced patent, application, or publication. 

(c) "Essential material" may be incorporated by reference, but only by way of an 
incorporation by reference to a U.S. patent or U.S. patent application publication, which 
patent or patent application publication does not itself incorporate such essential 
material by reference. "Essential material" is material that is necessary to: 

(1) Provide a written description of the claimed invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same, and set forth the best mode contemplated by the 
inventor of carrying out the invention as required by the first paragraph of 35 U.S.C. 
112; 

(2) Describe the claimed invention in terms that particularly point out and distinctly claim 
the invention as required by the second paragraph of 35 U.S.C. 112; or 
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(3) Describe the structure, material, or acts that correspond to a claimed means or step 
for performing a specified function as required by the sixth paragraph of 35 U.S.C. 112. 

(d) Other material ("Nonessential material") may be incorporated by reference to U.S. 
patents, U.S. patent application publications, foreign patents, foreign published 
applications, prior and concurrently filed commonly owned U.S. applications, or non- 
patent publications. An incorporation by reference by hyperlink or other form of browser 
executable code is not permitted. 

(e) The examiner may require the applicant to supply a copy of the material 
incorporated by reference. If the Office requires the applicant to supply a copy of 
material incorporated by reference, the material must be accompanied by a statement 
that the copy supplied consists of the same material incorporated by reference in the 
referencing application. 

(f) Any insertion of material incorporated by reference into the specification or drawings 
of an application must be by way of an amendment to the specification or drawings. 
Such an amendment must be accompanied by a statement that the material being 
inserted is the material previously incorporated by reference and that the amendment 
contains no new matter. 

(g) An incorporation of material by reference that does not comply with paragraphs (b), 
(c), or (d) of this section is not effective to incorporate such material unless corrected 
within any time period set by the Office, but in no case later than the close of 
prosecution as defined by § 1,1 14(b), or abandonment of the application, whichever 
occurs earlier. In addition: 

(1 ) A correction to comply with paragraph (b)(1 ) of this section is permitted only if the 
application as filed clearly conveys an intent to incorporate the material by reference. A 
mere reference to material does not convey an intent to incorporate the material by 

reference. 

(2) A correction to comply with paragraph (b)(2) of this section is only permitted for 
material that was sufficiently described to uniquely identify the document. 

[Added, 69 FR 56481 , Sept. 21 , 2004, effective Oct. 21 , 2004; para, (a)(3) added, 69 
FR 56481 , Sept. 21 , 2004, effective Nov. 22, 2004; para, (a)(2) revised, 72 FR 51559, 
Sept. 10, 2007, effective Sept. 10, 2007] 

It is suggested that Applicants comply with deposit requirements for the plasmids and 
incorporate them into the claims. With the exception of SEQ ID N0:1, the skilled artisan 
cannot envision the detailed structure of the encompassed polynucleotides and 
therefore conception is not achieved until reduction to practice has occurred, regardless 
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of the complexity or simplicity of the method of isolation. Adequate written description 
requires more than a mere statement that it is part of the invention and a reference to a 
potential method of isolating it. The nucleic acid itself is required. See Fiers v. Revel, 
25 USPQ 2d 1601 at 1606 (CAFC 1993) and Amgen Inc. V. Chugai Pharmaceutical Co. 
Lts., 18 USPQ2d 1016. 

Furthermore, In The Reagents of the University of California v. Eli Lilly (43 
USPQ2d 1398-1412), the court held that a generic statement which defines a genus of 
nucleic acids by only their functional activity does not provide an adequate written 
description of the genus. The court indicated that while Applicants are not required to 
disclose every species encompassed by a genus, the description of a genus is achieved 
by the recitation of a representative number of DNA molecules, usually defined by a 
nucleotide sequence, falling within the scope of the claimed genus. At section B(1), the 
court states that "An adequate written description of a DNA.. .'requires a precise 
definition, such as by structure, formula, chemical name, or physical properties', not a 
mere wish or plan for obtaining the claimed chemical invention". 

No disclosure, beyond the mere mention of allelic variants is made in the 
specification. This is insufficient to support the generic claims as provided by the 
Interim Written Description Guidelines published in the June 15, 1998 Federal Register 
at Volume 63, Number 114, pages 32639-32645. 
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Claim Rejections - 35 USC § 112-Enablement 

7. Claim 6, 6, 31, 33, 37 and 38 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. 

The instant claims are drawn to fusion nucleic acid sequences. However, the 
specification fails to teach the nucleic acid sequences of the recited heterologous 
nucleic acid sequences, e.g., IPV2, IPV3, and the sequences recited in claim 37. It 
would take one of skill in the art undue experimentation to make and/or use these 
sequences. The heterologous nucleic acid sequences recited in the claims are 
essential matter. Essential material" may be incorporated by reference, but only by way 
of an incorporation by reference to a U.S. patent or U.S. patent application publication, 
which patent or patent application publication does not itself incorporate such essential 
material by reference 

An incorporation by reference must be set forth in the specification and must: 

(1) Express a clear intent to incorporate by reference by using the root words 
"incorporat(e)" and "reference" (e.g., "incorporate by reference"); and 

(2) Clearly identify the referenced patent, application, or publication. 

(c) "Essential material" may be incorporated by reference, but only by way of an 
incorporation by reference to a U.S. patent or U.S. patent application publication, which 
patent or patent application publication does not itself incorporate such essential 
material by reference. "Essential material" is material that is necessary to: 

(1) Provide a written description of the claimed invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
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connected, to make and use the same, and set forth the best mode contemplated by the 
inventor of carrying out the invention as required by the first paragraph of 35 U.S.C, 

112; 

(2) Describe the claimed invention in terms that particularly point out and distinctly claim the 
invention as required by the second paragraph of 35 U.S.C. 112; or 

Allowable Subject Matter 

8. Claims 3, 4, 5, 7, 8 and 40 are allowed. Claims 6, 31 , 33, 37 and 38 are rejected 
under 35 USC 112. 

Correspondence regarding this application should be directed to Group Art Unit 1645. 
Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center located in 
Remsen. The faxing of such papers must conform with the notice published in the 
Official Gazette, 1096 OG 30 (November 15,1989). The Group 1645 Fax number is 
571-273-8300 which is able to receive transmissions 24 hours/day, 7 days/week. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair~direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer E. Graser whose telephone number is (571 ) 
272-0858. The examiner can normally be reached on Monday-Thursday from 8:00 AM- 
6:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi, can be reached on (571) 272-0956. 

Any inquiry of a general nature or relating to the status of this application should 
be directed to the Group receptionist whose telephone number is (571 ) 272-0500. 



/Jennifer E. Graser/ 

Primary Examiner, Art Unit 1645 



3/30/09 
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